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C"t,tf"r*; Anal) sis Finished Product

ARN/FP/261012
OMEECAN InjectionProducl Name 45 Vials

ie for ltriection 40
Generic Name

ARN263OABatch No. 0610'712026Samnled on
1,00,000 Vials

o7 t0'112026Date of Tes
2410712026Date of Release

cnecuearffilo
NAMEI SURJEET KAUR

e.nalysis bY r*\.C\$

NAME: NIKHIL SHARMA

Specifications -

A white drY Powder hlled in amber

glass vial.

Observations

A white drY Powder filled
in amber glass vial.

CornPlies

-4.48% & +4.51%

121.2 mg

S. No. Tests

rr- -.:c^^ri^- /Dw I]PI a\

UniformitY of weight

1.

2. In the Assay, the prlnclpd peaKs ur rlc

chromatogram oblained with the test

solution corespond to the peak ln tne

Chromatogram obtained with the

."'nr*ins standard solution.

Average weight +i0olo
L

Average weight

pl{

Informative i2ol0.

10.30 to 11.30
+.

10.61

5.

6. Pafiiculate Matter 'l
(A) LEhdb."u.ution
Pafiicle Count Test

(i.) Particles >10Pm
(2.) Paficles -25Pm

(B.) Visual P4fiicie

NMT 6000/vial

NMT 600/vial

Constitute the injection as directed on

the label: The solution is essentlally

free from pafticles of foreign matter

rhqt .an he seen on visual lnspectlon'

1,394/vial
?/vial

Complies

Water (BY KF)

Sterility

Bactetial Endotoxns
I

|. - - = ^;;.-
J Assa): (bY rrrLL i

I Each rlass vial contatns:

NMT 3.0%\\'/w 0.91%w/w
7. ComPlies

Less than 5.0 EU/ mg of
Omeprazole Sodium.

8.
Dry lnjection should comply the rcsl

for sterility

NMT 5.0 EU/mg ot Omeprazore

Sodium.

10.

Labelled Clairn I Found % of labelled _
anrount

Limits % of
labelled amountIngredients

90.0 to 110.0%
40 mg 40.74j l rng 101.86%

Omeprazole Sodium (Ste le ) lr
(Lvophilized )
iquivalent to omepr!4q!g- i-hi is n4<t thc st,rpqqqg,qqlit' as
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